CERTIFICATE OF ANALYSIS/ CEPTHOUKAT AHAJIN3A

Name of Product/
HaumenoBaHHe npenapara

Batch no./ Homep cepun

Amount of product per batch /
Pazmep cepun

Date of Control / JaTa ananu3a

Manufacturing date / Jata
NPOH3BOACTEA

Expiry date //laTa oxon4yannsa
CPOUKA TOHOCTH

TESTS / IOKA3ATEJHA

TEXARED, lyophilized powder for injection after reconstitution,

20 mg /

TEKCAPE/I®, anoduauzar 1Jid NPATOTORJEHHS pacTBOpa 1150

HHLeKUHH, 20 MF
24F03771A
42,122,000

08.2024
08.2024

07.2027

SPECIFICATIONS / HOPMBI

RESULTS /
PE3YJBbTATHI

Appearance / Onucanne

Identification / IloaannHOCTL

Yellow with greenish tint lyophilized powder. /
JIunodnH3NpoRaHHEil  TOPOIIOK  JKEITOTe  ©
3CICHOBATRIM OTTCHKOM ILIBETA.

Tenoxicam by HPLC /
Tenoxcuram (BIKX)

The retention time of tenoxicam peak in the
chromatogram of test solution should correspond
to the retention time of tenoxicam peak in the
chromatogram of standard solution (see “Related
substances”, determination of single impurities
and total impurities (254 nm)). / Bpems
YIePRKHBAHHSI MMKA  TCHOKCMKAMa  HA
xXpoMarorpaMme HCTILITYEMOTO pacTBopa
JIOIKHO COOTBEICTBOBATE BPEMEHH
YIICPKHBAHAS NMKA  TCHOKCHKAMa  Ha
XPOMATOrpaMMe CTAHFApPTHOTC pacTopa {cM.
«PozcTBeHHBIS IpHMEcH», ompezeneHue
¢/IMHUYHEIX [pyUMecell » CyMMBI TIpuMecei
(254 HM)).

Tenoxicam by UV-

spectrophotometry / Tenoxcurxam

(Y-
crexmpogomoMenmpuiecKiil)

UV absorption spectrum of the test solution |

prepared for the Assay in the range from 230 nm
to 400 nm should have maxima at wavelengths of
257 £ 2 nm, 285 + 2 nm and 368 + 2 nm (see
“Assay of Tenoxicam” test). / Yd-cmekTp
MOTTOMEHHA ACTIEITYEMOTO pacTeopa,
NPUTOTOBIICHHOTO  jUiA KOTHUECTBEHHOTO
onpeneneHud, B obmacta oT 230 pM mo 400 HM
JOKeH WMETh MaKCHMyMbI IIPH JNHHAX BONH
257 + 2Hm, 285 £ 2um 1 368 £ 2 HM (cM.

«KonuyecTseHHOE OIIPEaCIICHHE TCHOKCHKaMa))).

Complies / CooTBetrcTByeT

Complies / CooTBeTcTBYET

Complies / CooTreTcTRYET
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CERTIFICATE OF ANALYSIS/ CEPTU®HKAT AHAJTU3A

TESTS / NIOKAZATEIU

SPECIFICATIONS / HOPMHBI

RESULTS/
PE3YJBTATDI

Sodinm metabisulfite /
Hampusa memabucyrogum

Dissolving time / Bpema
pacTBoOpenst

The retention time of Sodium metabisulfite peak
obtained in the chromatogram of the test solution
corresponds to that of Sodium metabisulfite peak
obtained in the chromatogram of the standard
solution, as proceeded in the “Assay of Sodium
metabisulfite” test. / Bpems ynepuuBaHMa ITHKa
Harpusi Merabucylb(ura Ha XpomaTorpaMme
HCIBITYEMOTO pacTBopa JOIKHO
COOTBETCTEOBATE BPEMEHH YIEPKHBAHMA ITHKA
Harpust Metabmcyns(pura Ha XpomaTorpaMme

| cranmaprHoro pacteopa (cm. «KonnuectBeHHOC

onpenefeHHe HaTpua MeTabucynnhuTa»).

| Not more than 60 seconds. / He Gomee 60 |

CEeKYHI.

Complies / CooTBeTCcTBYET

33 sec/33 cex

Appearance of Reconstituted
solution / Onncanne
BOCCTAHOB/ACHHOTO pacTBOpa

The product should dissolve completely without :

of undissolved particles and visible particulate
matter. The solution should be clear. / I'penapar
HOILKEH PacTBOPATECA TIONTHOCTERI0 c
OTCYTCTBHEM HEpPACTBOPEHHBIX YacTHIL, Oe3
BWJIMMBEIX MEX3HWUECKUX BrIueHuid. Pacrsop
AoIsKeH GEITh MPO3PauHbIM.

Complies / CooTBeTCTRBYET

Selution clarity /
IIpozpa4HocTh pacTBopa

| Solution Color /
IlpeTHOCTL pacTBOpa

pH

Particulate matter / MexanH4decKne

Visible particles /
Budumere yacmuyer

Subvisible particles /
Hegudumure yacmuyoi

=10 pm particles/

Yactun pasmepom > 10 MmrMm

>25 pm particles/

acTHIl pasMepoM > 25 MKM

The product solution should be clear. / Pacteop
HpeITapaTa ADKCH OBITE IPO3PAYHBIM.

Complies / CooTBeTcTBYET

The product solution should not be more
intensively colored than the reference solution
GY. / CteneHs oxpackl pacTBopa Openapara He
IOJKHA TPeRbIATE 5TanoH GY 1.

17.5110.0.70r 7,5 10 10,0.

BKJII0MEHHHA
Should be absent/ JomKHBI OTCYTCTBOBATE

Not more than 6000/vial; /
He Bonee 6000 na drakon;

Not more than 600/vial. /
He 6onee 600 Ha (hrakoH.

Complies / CooTBercTBYET

9.2

Absent /OTcyTeTBYIOT

251/ vial
251 / dnakon

1/ vial
1/ pmakon
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CERTIFICATE OF ANALYSIS/ CEPTH®UKAT AHAJIU3A

TESTS / IOKA3ATEJIH ' SPECIFICATIONS /f HOPMBbBI RESULTS /

; PE3YJbLTATEI
Related substances / PogcTBenHbie npumecn

' 2-aminopyridine / | Not more than 0.5 %; / He Gonee 0,5 %; Not  detected He
2-aMHUHOIHPUINH obHapyxeHa
Individual unidentified impurity / Not more than (.5 %; / He Gomee 0,5 %); Not  detected He
Enusnunan obHapyxeHa
HeHneHTHOUIHPOBAHHAA IPHMECE
Total impurities / Not more than 1.0 %. / He 6onee 1,0 %. Not  detected He
CymMMa npumeceH OB HapyKeHa
Unifermity of dosage units / The Acceptance value (AV) should be not more AV=9.5 (n=10)
OUHOPOXHOCTH RO3HPOBAHMSA than 15.0. / Ilokasarens mpuemiemoctd (AV)

aomxes OsITh He Donee 15,0.

Water /Boaa | Not more than 3.0 %. / He Gonee 3,0 %. . 2.2 % i
Bacterial endotoxins / Not more than 1 EU/mg of tenoxicam. / ' <0.128 EU/mg / !
BakTepHalbHBIE 3HIOTOKCHHBI He Gonee 1 E9/Mr Tenokcukama. <0128 E3/ mr
Sterility /CtrepHILHOCTE Should be sterile. / HomkeH GBITE CTEPUITBHBIM., Sterile / CTepren

Assay / KoanuecTBeHHOe onpegenenme

Tenoxicam / Tenoxcuxam | 90.0% to 110.0% of C13H11N3048: (tenoxicam) i
of label claim. / Or 90,0% no 110,0%

0,
CisH1N3048; (TeHoKcHKaM) OT HOMUHAIBHOTO 100.9 %
COMeMKaHM,
Sodium metabisulfite / 85.0% to 110.0% of Sodium metabisulfite of the
Hampua memabucyavdum label claim. / Ot 850% no 110,0 % narpus 98.6 %
MeTabHCYIIR(HUTa or HOMHHAIBHOT'O o
CONEPIKAHMUA,
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CERTIFICATE OF ANALYSIS/ CEPTUDHKAT AHAJIU3A

| TESTS/IMOKA3ATEJIH
Package / YnaxoBka

| SPECIFICATIONS f HOPMbI
Primary package

20 mg of the tenoxicam in a colorless
glass vial type [ stoppered with a
bromobutyl rubber stopper, crimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /
[lepBydHas Y TIAKOBKA

[lo 20 mr rTeHokcuxama BO (prakoH U3

OeclBETHOTO CTeKIa THI In
YKYTIOpEHHBIEH npobkoii H3
OpoMOyTHIIOBOH — pesWHBl,  00XaToH

AMICMUHKUCBBIM KONTIAYKOM € KOHTPOJICM
ICpBOro BCKPBITHE H INACTHKOBBIM

RESULTS /PE3VJBTATHI
Primary package
20 mg of the tenoxicam in a colorless
glass vial type 1 stoppered with a
bromobutyl rubber stopper, crimped
with aluminum flip-off seal with a
plastic disk over an aluminum cap. /
IlepBiHasd yNaKOBKa
IMo 20 Mr TeHokcwkama BO (nakoH M3

OECIIBETHOTO cTeKna THI L
YKYHNOPEHHBIH npobkoii H3
OpomOyTHnoBOil  pe3mHBL,  0OXaroif

AMHMHWHUCBEIM KOWINMAYKOM C KOHTPOJIEM
NEPBOTO BCKPBITHA W IUIACTHKOBBIM

JIACKOM nosepx AMMHHHEBOLO | JHCKOM noBepx ATFOMHHHEBOTO
. KOJIITa4dKa. KOJIIA4Ka, -
Shelf-life/ Cpox ronnoctu 3 years. / 3 Toma.
KIT / KOMILJIEKT
TESTS / IOKA3ATEJH | SPECIFICATIONS / HOPMBI RESULTS /PE3YJBTATHI

Kit package / Vnakopka | Secondary package

Secondary package

KOMILIEKTa o . . 3 vials with the medical product and 3
3 vials with the medical product and 3 . . .
. . . ampoules with the solvent in a polyvinyl
ampoules with the solvent in a polyvinyl . .
. chloride cassette. 1 cassette with the
chloride cassette. ) . . .
patient information leaflet in a carton
1 cassette with the patient information | pack. /
leaflet in a carton pack. /
BropHuHas viiakoska
BropuuHas ynakoBka
Ilo 3 ¢nakoma ¢ npemapatoM u 3
o 3 duakowa ¢ npenapaToM H 3 | aMIylbl ¢ PACTBOPHTENIEM TIOMELIAIOT B
AMIIYIIEl ¢ DAcTBOPHTENEM NOMEINANOT B | KACCETY K3  NOMMBHHHIXIIOpuia. |1
KACCETY M3 MTOJIMBHHWTKIOPUTA. KACCETY BMCCTC ¢ HHCTPYKIHeH Io
1 N NPUMEHEHUID [OMEIIAT B Mauky
KacceTy BMecTe ¢ MHCTPYKupeli mo | =
NPAMEHEHNI0 TIOMEINAloT B [adKy PTOHHYIO.
KapTOHHYH),
Labeling/ Mapknposka According to the ND. / B coorBetcTEuu | Complies as prescribed / CooTreTcTBYET

¢ HOPMATHBHON J0KYMEHTALMER.

TpeboBaHHAM
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CERTIFICATE OF ANALYSIS / CEPTHOHKAT AHAJIN3A

Kit storage / For configuration with 3 filled vials and 3 ampoules with a solvent in a cassette:

XpaHeHHe KOMHAJIEKTa

KacceTe:

In the original packaging (3 vials with medical product and 3 ampoules with solvent
in the carton), at temperature below 25 °C. /

B opurunanbHoii ynakoeke (1akoHEl ¢ NpenapaToM X aMIIYJIBL ¢ PACTBOPHTENEM B
mayuke) MpH TeEMNepaType He Boie 25 °C.,

| Kit shelf life / '3 years.ﬁeit shelf-life is determined by the shelf-life of the medical product for
Cpok rogHocTiz Komiiekra | human use. / 3 roga. Cpok roqHOCTH KOMIUIGKTA OTIPeNeIIeTcs CPOKOM TOIHOCTH
TIeKapCTEEHHOTO NPEnapara Ul MEIUIIHHCKOTO NPUMEHEHH.

Assessment: / 3axmouenne: The batch complies with the specifications according to ND JIC-000295-160721,

amend #1 on 25.04.2023./

Cepus cooTBeTCTBYET TpeDOBaHMAM HOpMATHBHOIO AoKyMeHTa JIC-000295-
160721, M3menenne Nel ot 25.04.2023.

| API name (INN) / naumeHoBanue A®C (MHH):

Tenoxicam / TeHOKCHKAM

API manufacturer batch number /
Homep cepun nponspoautena APC:

FP Manufacturer API Batch namber /

Homep cepuu cydcTaHuun nponssoguaTens I'JId:

92035723

23111680 i

API Manufactured by & country/
Iponzogutens ADC, crpana:

Edmond Pharma S.r.L., Ttaly /
Ommona @apma, C.pJL, Hranus

Quality Control Supervisor

B re
§\‘T !\ Q
v@tu 092072y
“ R
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®
GENSENT

CERTIFICATE OF ANALYSIS/ CEPTUOUKAT AHAJIM3A

Name of Product/ Water for injections (solvent) /
Haumenopanse npenaparta Boga aia MHBeKOMi (DaCTBOPHTEJID)
Batch no./ Homep ceprn n
Amount of product per batch / Pazmep 1 88547
CepPHH
Date of Control / laTa anannsa 05/2024
Manufacturing date / lata mpoussoacrtea :  09/2023
Expiry date /IaTa okoR4YaHHA CpoKa ;. 08/2028
TOHOCTH
Water for injections (solvent) / Bona p1a HHbeknuii (pacTBOpPHTENAb)}
TESTS / HOKA3ATEJH SPECIFICATIONS / HOPMBI RESULTS / PE3YJBTATHI

' Description /Onncanne

Clear, colourless liquid without odor. /
[Tpo3pauHas GecrpeTHaA KHAKOCTE O3
3anaxa.

Particulate matter / MexaHH4YecKHe BKIWYEHHS

Complies / CooTpeTcTBYET

Visible particles / | Should be absent. / JIo/DKHBI OTCYTCTBOBATS. Absent / OTCyTCTBYIOT
Budumvie vacmuye
Sub visible particles /
Heauoumme vacmuys
=10 pm particles / Not more than 6000 particles per ampoule; / 2
yacTHll pasMepom = 10 MkM | He onee 6000 na aMmyny;
>25 wm particles / Not more than 600 particies per ampoule. / 0

YACTHI pa3MepoM = 25 MKM

He donee 600 ma amiyny.

" Acidity and alkalinity /
KHCI0THOCTD H IHEJOYHOCT B

Reducing substances /
BoccranaBaneanmne
BelllecTBa

Carbon dioxide

Test sample should pass the test. /
HceneiTyemslii o6pasell AoMKeH BEIASPKUBATE
HCTIBITAHHE.

“Test sample should pass the test. /
HenwiTyemelil obpazell HOMXEH BELISPKUBATE
HCIBITAHUE.

No turbidity should be observed within 1 hour.

Complies / CoorseTcTBYCT

Complies / CooteeTCTBYET

Complies / CooTBeTcTBYET

¥Yriaepoaa aHoKcH | / He momkHO OBITH IOMYTHEHHA B TEYeHHe
1 gaca.
Chlorides/ Xnopuasi Not more than 0.5 ppm. / He 6onee 0,5 ppm. <0.5ppm
' Nitrates and Nitrites/ Not more than 0.00002 % (0.2 ppm). / <0.00002% (<0.2 ppm)

HHuTpaThl H HUTPHTHI

Sulphates / Cyaedare

Ammonium / AMMOHMH

He dosaee 0,00002 % (0,2 ppm).

' No turbidity should occur within not less than
1 h. / B Teuenne He MeHee 1 yaca HE AOMIKHO
HabmonaTsea NOMYTHEHHE.

| Not more than 0.6 ppm. / He 6onee 0,6 ppm.

Complies / CooTBeTcTBYET

<(0.6 ppm
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®
RGENSENT

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIM3A

TESTS / IIOKA3ATEJIH

SPECIFICATIONS / HOPMbI

RESULTS / PE3VJIBTATHI

Calcium and magnesium /
Kaabumii 1 marnmii

Pure blue color should be observed (without a
violet hue). / JomxHo HabmonaTbesa YHCTO
cHHee okpalneanne (Oe3 PHOIETOBOTO
OTTEHKA).

Complies / CoorBercIBYET

Heavy metals/ Ta:xennie
MeTaJIkl

Not more than 0.00001 % (0.1 ppm). /
He 6onee 0,00001 % (0,1 ppm).

<0.00001% (<0.1ppm)

Shelf-life / Cpox roanocTH

Assessment: / 3aKNIOYeHHE:

colorless glass ampule type I with an orange
ong-point-cut at the top of the ampule. /
[TepBuuHAas vOaKoBKa

ITo 2 Mn pacreopuTens (BoAa AT WHREKIIVI) B
ammyily w3 OeciiBerHoro creknma, tan 1. Ha
BepxHeHl YacTM aMIyNEl HAaHECEHA TOUYKa
paznoMa OpamKEBOTO [BETA.

5 years. / 5 net.

_TOUKA [1a31oMa OpamKCBOTO BETA.

Residue after evaporation / " Not more than 0.004%. / He Gornee 0,004%. 0.000 %
Cyxoii ocTaTox

Conductivity / Not more than 25 pS/cm. / 8 uS/em./
IeKTPONPOBOIHOCTE He Gomee 25 MkCm/cM. 8 MrCM/cM.

" Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
Hianexaembiii 00bem He MeHee HOMHHANBHOTO (He MEHee 2 MII). 2 M
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <025 EU/mL/
Baktrepua/jibHbIe HAOTOKCHHBI | injections. / He Gonee 0,25 ED/Mn Bogs! o4 <0.25EDQ/Mn

HHBEKITHH.
Sterility / CTepnabnocTh Should be sterile. / lomAHa O5ITh CTEPHABHOI. Sterile / Crepunso.
Packaging / Ynakopka Primary package Primary package

2 mL of the solvent (water for injections) in a | 2 mL of the solvent (water for

injections) in a colorless glass
ampule type I with an orange one-
point-cut at the top of the ampule. /
ITeppyyHad vIaKOBKa

Tlo 2 mn pactBOpHTEna (Boma AIA
HHBEKOUH) B aMIynmy M3
GecipeTnHOTO CcTekna, Tun 1. Ha
BEpXHell 4aCTH aMIylbl HAHECEHa

The batch complies with the specifications according to ND JIC-000295-160721, amend

#1 on 25042023/

Cepns cooTBeTcTBYET TpeboBansiM AOpMATHBHOTO HokyMenTa JIC-000295-160721,

H3menenne Nel ot 25.04.2023.

Ali Ethemoglu

& ﬂﬂl#pi E‘uixﬂ?@r
i!aq; \gt\ Al ALS
o
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0
R ENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIM3A

Name of Product/
Ha#nmeHoBaHHe MpenapaTa

Batch no./ Homep cepun

Amount of product per batch / Paamep

cepuu

Date of Control / laTa anannza

Manufacturing date / lata nponspoacrsea

Expiry date /[laTa okxoH4aHHS CpoKa

rOaHOCTH

Water for injections (solvent) /

Boja gjia MHBEKIHH (PacTBOPHTE/Ih)

3212
84494

05/2024
09/2023
08/2028

Water for injections (solvent) / Boga ana unsekunii (pacTEOPHTENB)

TESTS / IIOKA3ATEJH
Description /Onncanne

Visible particles /
Budumsre yacmuiyot

SPECIFICATIONS / HOPMbI
Clear, colourless liquid without odor. /
[Tpo3paunan HecliBeTHAA JKUAKOCTE Oe3
3amaxa.

RESULTS / PE3YJBLTATHI
Complies / CoorsercTByeT

Particulate matter / Mexannueckne BKIKYEHHA

Should be absent. / JTomxHBI 0TCYTCTBOBATE.

Sub visible particles /
Heauoumpie vacmuyp

=10 pm particles /
yacTHL pa3zMepoM = 10 MKM

>25 um particles /
YACTHIl PA3MEPOM = 25 MEM

Not more than 6000 particles per ampoule; /
He donee 6000 na amnyny;

Not more than 600 particles per ampoule. /
He Gonee 600 na amnyny.

| Acidity and alkalinity /
KuCBOTHOCTE H 1II¢JOYHOCTD

Reducing substances /
BoccTaHaBiHBalomne
BCIECTEA

Test sample should pass the test. /
HYcneiTyemslil 06paser], JODKEH BBLIEPKHBATD
HCMEITaHHE.

Absent / QreyTeTRYHOT

20

Complies / CooTBeTcTBYET

| Test sample should pass the test. /

Henpiryemsiii o6pasen gomkeH BEASPKUBATh
HCTIBITAHHE.

Complies / CooTBeTCTRYET

Carbon dioxide
¥raepoaa nuoxcup,

| No turbidity should be observed within 1 hour.

/ He non#Ho OBITE TOMYTHEHHA B TEUSHHE
1 gaca.

Chlorides/ Xnopuani

Not more than 0.5 ppm. / He 6omee (0,5 ppm.

'Nitrates and Nitrites/

HutpaThl H HHTPHTDI |

Sulphates / Cyabgartni

Not more than 0.00002 % (0.2 ppm). /
He 6onee 0,00002 % (0,2 ppm).

Complies / CooTBeTcTBYET

<0.5ppm

<0.00002% (<0.2 ppm)

No turbidity should occur within not less than
1 h. / B Teucnne He MeHee 1 uaca He JOMKHO
HaOJII0AATECA NIOMYTHEHHE.

Complies / CooTBeTcTBYET

| Ammonium / AMMOHHIA

J Not more than 0.6 ppm. / He 6onee 0,6 ppm.

<0.6 ppm
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R GENSENT

CERTIFICATE OF ANALYSIS/ CEPTUOUKAT AHAJIU3A

TESTS / NOKA3ZATEJH
Calcivm and magnesium /
‘ Kannumii u marasii

Heavy metals/ Taxeanie
MeTAJLIbI

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIbTATHI

| Pure blue color should be observed (without a
violet hue). / JomxHo Hab/IOgaThea YHCTO
cHHee okpainHBanue (Oe3 ¢uonerosoro
OTTCHKA),

Complics / CooTreTcTRYET

' Not more than 0.00001 % (0.1 ppm). /
He donee 0,00001 % (0,1 ppm).

<0.00001% (<0.1ppm)

Residue after evaporation / Not more than 0.004%. / He 6onee 0,004%. 0.000 %
Cyxoii ocraror

.~ Conductivity / Not more than 25 pS/em. / 6 uS/cm./
IEKTPONPOBOIHOCTD He Gonee 25 MxCwm/cm. 6 MECM/cM.
Extractable volume / Not less than label claim (not less than 2 ml). / 2ml/
Hzpaexaemsiii 00bem He menee HoMuHANHHOTO (HE Menee 2 MJT). 2 Mma
Bacterial endotoxins / Not more than 0.25 EU/mL of water for <025EU/mL/
BakrepHanbHbIe YHI0TOKCHHB! | injections. / He 6onee 0,25 E3/Mn soze! ang <0.25 E3 /M0

WHBEKIHH.

Sterility / CTepHabHOCTD

Should be sterile. / JlomxHa OBITE CTEPUIBEHOMH.

Sterile / CtepunsHo.

Packaging / YnakoBka

Primary package
2 mL of the solvent (water for injections) in a

colorless glass ampule type 1 with an orange
one-point-cut at the top of the ampule. /
IepButHas vOAKOBKA

Ilo 2 M pacTBOpUTENA (BOOA A7 WHBEKIIHIT) B
amnyny B3 OecuBeTHoro crexna, tun 1. Ha
BEepXHe#l WacTH aMHyNbl HaHeceHa ToYKa
pasnioMa OpaHKeBOTO LBETA.

Primary package
2 mL of the solvent (water for

injections) in a colorless glass
ampule type I with an orange one-
point-cut at the top of the ampule. /
IMepBHYHAS VIIZKOBKA

Ilo 2 Mn pacreopurens (Boaa ma
WABEKIUH) B aMmImysny — H3
OecupetHoro crexiaa, thn 1. Ha
BepxHel YacTH aMITynbl HAHECeHA
TOYKA [1a3/10M2 OpPAHKEBOT0 [BETA.

Sheli-life / Cpox roanoetn

| 5 years. /5 ner.

Assessment: / 3axiroueHue:

The batch complies with the specifications according to ND JIC-000295-160721, amend

#1 on 25.04.2023 /

Cepust cOOTBETCTBYET TpeboBaHUAM HOpMAaTHBHOIO dokymenta JIC-000295-160721,

Hsmenenue Nel ot 25.04.2023.

f‘ili Ethemoglu

™,

QualiryC% L
NG O
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ANALIZ SERTIFIKASI
CERTIFICATE OF ANALYSIS
Firma Adi GENSENTA ILAG SAN. VE TIC. A S.
Company Name
Mistahzar adi COZ0CO ENJEKSIYONLUK 5U 2 ML AMPUL
Product name
Urtin stok adi 2 ML GNT ENJ.SU DR.REDOYS AMP.
Product stock name 2 ML GNT ENJ.SU DR REDDYS AMP.
Parti numarasi 3212 B ig emrl no. 2023006127
| Bateh number Meamgacturing order.
Oretim tarihi 20.09.2023 Son kullanma tarihi 08.2028
Mapufacturing date Expiry date
Miktar 84.494 Sarj Boyu 200 It/ §3.023
Quantity Batech Size
Anallzler Spesifikasyonlar Kabul kriteri Sonuglar
Anaiysis Specifications Acceptance criteria Results
Gorin0g Bemak, renksiz, kokusuz fikit Uygun
| Appeanmnce (dear cofourieas pdoriess sohution Comdigs
pH (25 £ 2 °C) 50 - 7.0 arasinda olmaiidir. 6.2
— Mg b byrwgen 5.0 - 7.0 ]
Asitlik ve bazlik Eger ¢bzelti rengi san ise, kirmizi | Uygun
Actdity and alkalinity clmatidir. Efer cazeltl rengi Kimmizt | complies
ise, san olmalidir,
Ifthe solution is yellow, &t must be red. If the
solutiom is red it must be cellow,
|ndirgen madde Uygun oimahdir Uygun
Osidisabie wubstonces Must cumi | Comrdies
Kioriir 0.5 ppmi'den fazla olmamalidir. <056
Chloride Must be ik more them 0.5 pim
Nitratlar 0.2 ppm'den fazla olmarmaldis. <02
Nitrates Afust be not morr them 0.2 som
Silfat 1 saat iginde kalint berrak gézelfi | Uygun
Sulfate olmahdr. Complies
The result should be a clear solution within
1 hour.
Amonyum 0.6 ppm'den fazla olmarnalidsr. < 0.6
| A ore than (. sr.m .
Kalsiyum ve Magnezyum Cozelti saf mavi rank oimaldir. Liygun
Calchum ond M. wesium Sotution must be rure bive colour. Civmrilias
Agir metaller 0.1 ppm (% 0.00001)'den fazla <01
Heavy metals olmamahdir.
Muyt e mot more them 0.1 gom 100000 55
Buhariagma kalintisi % 0.004'den fazla olmamahdir. 0.000
Residue in pvmrarmion Murt b ot wvore thaw & (4 3
Kondaktivite (25 + 1 °C) 25 uSicm'den fazla olmamahdir. |6
v onductivili 25+1 °C, e be ngl moye e 25 05 om
Delum hacmi 2 mP'den az olmamaldir. 21
iltim- vol = ifust sr be less than 2 mi
Gdzle ghrillebilen pariikdl Gorhnir partiktl icermemelidir. Uygun
Visible vearficles Must be frae ram vitible articles «_omolies
Sterilite Steril olmall Steril
Sterilin Afust be srerile Stewile
Bakteriyel endotoksin ml'sinde 0.25 IU'den az ofmalidir | <0.26
Referans
Refarence MTD.U RNOO??SJOO
Sonug T.C. Safilik Bakanhg Begeri, Tibb| Oronler Imalathaneler lyi Imalat Uygulamalan (GMP) Kilavuzu'na
ve Orin ruhsat spesifikasyonianna uygundur,
Conclusion The batch compiles with Republic of Turkey Ministry of Health's *Good Mamfacturing Practices (GMP) for Human Medical
Products’ Manufacturing Sties Guideline” and its license specifications.
Agtklama N/A i
Explanation
p— — = v Ly —
ImzalTarih Signature/Date / '&}}}J\. S {" Karar Decision
Onay Approval - ‘_, ) f Kabul f Release
© 20.12.2023
Sayfa No / Page Nr: 112
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ANALIZ SERTIFIKASI
CERTIFICATE OF ANALYSIS
Firma Ach GENSENTA ILAG SAN. VE TIC. A.S.
Company Name
Miistahzar ach COzZOC0 ENJEKSIYONLUK SU 2 ML AMPLL
Product nare
Urdin stok adh 2 ML GNT ENJ.SU DR.REDDYS AMP.
Product stock name 2 ML GNT ENJ.SU DR REDDYS AMP.
Partl numarasi 3212 I emri no, 2023006127
Batch number Manufacturing order. - -
“Oretim tarihl 20.09.2023 Son kullanma tarihl 08.2028
Manufocturing date _ Expiry date
Miktar 84.494 Sar] Boyu 200 It 93.023
Quantity Batch Size
Anallzier Spesifikasyonlar Kabul kriteri Sonuglar
Aralysis Specificarions Acceprance criteria Results
Bacterial endofoxin Moust be less than 025 1L jn -ermL
Partik0l bOyOkiGdo ve sayist => 10 | < 6000 adet/ampul 19
pm < 6000 particles/ampoute
Particle size and coynt => J§ .m
Partikil buyQkiGJu ve sayis => 256 | < 600 adet/ampu! 0
pm < 600 particies’ampoule
Particle size and corat => 25 vm
-
Referans MTD.URNGOB75/00
Reference
Sonug T.C. Saghk Bakanhgi Begeri, Tibbi Urtinler Imalathanalari lyi Imalat Uygulamalan (GMP) Kilavuzu'na
ve Urtin ruhsat spesifikasyonlanna uygundur.
Conclusion The hatch complies with Republic of Turkey Minisiry of Health's “Good Manufacturing Practices ((GMFP) for FHumaon Medical
FProducts' Maufacturing Sites (Fuidelme” and s license specifications.
Agiktama N/A
Explanatton -
__l’/ _ ) r——
. e NS
imza/Tarih SigiawreDate & }4}_{ - } Karar Dectsian
Onay Approval L —*.'L i Kabul / Releare
7 29.12.2023

Sayfa No f Page Nr: 272
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UYGUNLUK VE SEVK izZIN BELGESI

CERTIFICATE OF CONFORMANCE AND SHIPMENT RELEASE

ﬁFiRMA : URUN MOSTAHZAR ADI: PIYASA:
Company Product name Market

nNT CEROCT ENTERSINo Nuate. Su 2 ML AMPU Pers YA
lls EMRI NO: PARTI NUMARASI; SEVK MIKTARI:
Work order number Batch number Ouantity of shipment

Io23006123- 32T E-"f.‘l'ta“‘('
%

KALITE GUVENCE - QUALITY ASSURANCE
Dokiiman Tipi U | UD | UY {Dokiiman Tipl U junjuy)
Tipe of Document € | NC| NA |Tipe of Docsoment L C Iy |
Analiz Sertifikas: / Etiketiome [ ]  Baski AmpulFiakonl ]
Certificate for Analpsiv Lakeaiioy Prirted Angrouln¥Tal 3
Kalite Kontrot Kayitiar (KKL+MBL) \/ Kapak Inkjet Bask
ﬁ-__m Comtrol Records (YC+MBL Cap Iukjat Frinting = .
retim \/ Blisterleme [] Kutulama [ ]
Manulacturing Y — . Baxin:
Proses valldasyon Ticarl Diger: P
 Process validation Commercial _ Other ... NW......| Price print Exist Not Exist
Karekod varlig: Var Yok £ Parsiyel savk Evet Haywr .
Exisienes of 2D eode _ Bxist E] N#Exist. Partig] Skivment Yor Ne
|Caziicl variig: var [7] Yok [T verse;  Parti numarasr: Wpe  SKTT a-
\Exirtience of dilfuant Exist NotExig  #fwn:  Basch mumber Eagiiry dute ,
Sapma varigi: Var Yok Varsa; $apma no: S -
Existence of Devistion Bolst Nt Exizt  franv  Deviotion number alb 223
KONTROL EDEN-{Uriin Serbest Birakma - KG) - CONTROLLED BY (Product Release - 04)
(Isim: ) TARIH: UYGUN
hewe  Nolan TafamSertias  pee 29 -10- 21 | compties
17779 G UYGUN DEGIL
Signature . Vet Comply
KALITE GOVENGE KIDEMLI MODURC ONAYT - QUALITY ASSURANCE SENTOR MANAGER APPROVAL
e \ T
isiM: AN & " TARIH; YGUN
Veme Yesii g i Date Complies
IMzA: el o UYGUN DEGIL
Stenatare -~ =L N Comply
Bu diriim, T.C. Sajlik Bakanlig) giince! GMP Kilavuzu ve EU GMP gereklifiiderine, miigter lle imzalanan
giincel Kalite Anlagmasina ve miisteri tarafindan onaylanan iretim ve/veya ambalajlama protokollerine
uygun olarak tretiimig vefveya ambalajlanmigtir.
The batck has been manufuctured end/or packaged eccording to Turkish MoH curvent GMP guideline and EU Good Mangfacturing Practices,
MwWQuaﬂiyAgr and mamufecturing ardior pock iping instruction approved by the cortract giver.
MESUL MODUR ONAY! - QUALIFIED PERSON APPROVAL SEVK EDILEBILIR
CAN BE SHIPPED )
ISiM: Kimya Min ilknur Aycin TARIH: $ARTLI SEVK EDILEBILIR {*
Nense N Date | cavrE conpITIONAL SETPPED
ersor— | KARANTINA SEVK EDILEBILIR (*)
i .!L ] CANBESHIFPED UNDER QUARANTINE
(* liglli belgeler firetisf kaydina sklenmigtir.) =] SEVK EDILEMEZ
CAN NOTERE SHIPPED

U: UYGUN - C: Complies  UD: UYGUN DEGIL - NC: Mot Comply

UY:UYGULAMASI YOK- N4 :ot Applicasle

Oretim Yer! Adrestisie 4ddrez: Mefar ling Stnayl A5, Ramezanogiu Mahi. Ensar Cad. Nos20 TR-34906 Kurtkdy/PandiistenbuyTokiye

Gretim Yeri lzin Belgeal No/duortutian Mo of Marfhctring Lirenca; TRATY/2020/34-5

GMP Uyguniuk Sertiflkasi No/No of Cortficasr of QP Compliance | (TR) TRIGMP/2023/25; {TR-ENG) TRIGMPI202M2%
D H 10000550, (EU) DK H 00114618; (HALMED) UPA-530-10/18-03/18; 381-10-06/241-10-03

Form No : 634/23
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ANALIZ SERTIFIKASI
CERTIFICATE OF ANALYSIS
Flrma Ach GENSENTA ILAG SAN.VETIC. A.S.
Company Name
Milstahzar adi COZOCU ENJEKSIYONLUK SU 2 ML AMPUL
Product name
Urlin stok ach | 2 ML GNT ENJ.SU DR.REDDYS AMP.
Product stock name 2 ML GNT ENJ.SUDRREDDYS AMP.
Parti numarasi 3211 Is emrl no. 2023006109
Batch mumber Memyfacturing order.
Uratim tarlhi 156.09.2023 Son kullanma taribi 08.2028
Manufacturing date Expiry date
MIktar 88.547 $ar] Boyu 200 It/ 93.023
Ouaniity Batch Size
Analizler Spesifikasyonlar Kabul kriterl Sonuglar
Analysis Specifications Acceptance criteria Resulis
|Gérins Berrak, renksiz, kokusuz kit | Uygun
Arrearvnice Clzar_colouriess_odarless solution ompsties
pH (25 £ 2 °C) 5.0 - 7.0 arasinda olmalidir. ‘6.1
Iusi be rptuuen 5.0 - 7.0 3
Asitlik ve bazhk Efer ¢tzeltl rengl san ise, kimmize | Uygun
Acidity and alkafinity clmalidir. E§er gtzelti rengi kimiz) | compiies
is@, san oimahdir,
If the solution ix yellow, it must be red. If the
sodiiion ix red it must be vellow,
|ndirgen madde Uygun olmalidir Uygun
Gridivable pubstences Musi com; 1. Comnlies
Klorlir 0.5 ppm'den fazla olmamaldir. <05
| Chlsride Must be not more than 0.5 jpsw
Nitratlar 0.2 ppm'den fazla olmamalidir, <02
Nitrates Must be mot mare (s 0.2 42m
Shlfat 1 saat iginde kalint berrak ¢bzelti | Uygun
Sulfore cimaldir, Complies
The result should be a clear soluiion within
| hour. -
Amonyum 0.8 ppm'den fazia olmamalidir. <06
| Armon i Mlwpr b not more thon 0.8 oim
Kalsiyum ve Magnezyum Gozeltl saf mavi renk olmahdir. "Uygun
s aleiym gnd Marnesium | Solution must be rure blue colour. [ Comlies -
Adir metaller 0.1 ppm (% 0.00001)'den fazla < 0.1
Heavy metals olmamalidir,
Must be not more than 0,1 o +0.00001 ¥
|Buhariagma kalintis ['% 0.004'den fazla oimamalidir, 0.000
Eesidus on everation . Miixt be not more thon 0.004 %
Kondaktivite (25 £ 1 °C) | 2b pSfcm'den fazia olmamalidir, |6
Comductivify =5 %C- Must be naf mard tham 45 w8'em
Delum hacmi 2 ml'den az olmarmalidir. 2
Fillin- volume Mgt not be lesy than 2 mi ___u
Gozle gorOlebilen partiknl Gariintir partiktl icermernelidir. Uygun
| Visibla sorticles Muxt be rrez trom visible rarticles Cenuilias
Sterilite Sterit omal Steril
Sterilis Mt be sieriie Sterife
Balieriyel endotoksin mi'sinde 0.25 Ill'den az cimahdir | <0.25
Referans
Reference MTD.URNQO&75/00
Sonug T.C. Sajlik Bakanis§| Beser], Tibbi Uroner [malathaneleri lyl Imalat Uygulamalan (GMP) Kilavuzu'na |
ve Orlin ruhsat spesifikasyonlanna uygundur.
Conctusion The batch complies with Republic of Turkey Ministry of Health's “Good Manufucturing Practices (GMP) for Human Medical
Products’ Manufacturing Sites Guideline " and is license specifications.
Agiklama N/A B
Explenation
| ImzafTarih SignatureDare Buket Erel Karar Decision
Onay Approval Karne G Letir Kabul / Release
Quality s j‘ 2112 97103.2024
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ANALIZ SERTIFIKAS!
CERTIFICATE OF ANALYSIS
Firma Adi | GENSENTA ILAG SAN. VE TIC. A S.
Compuny Name
Mistahzar adi ¢020C0 ENJEKSIYONLUK SU 2 ML AMPUL
Product name
"Uriin stok ad 2 ML GNT ENJ.SU DR.REDDYS AMP,
Product stock name 2 ML GNT ENJSU DR REDDYS AMP.
Partl numaras: 3211 Ig emri no. 2023006109
Batch numbar Mamgfacturing order. |
Uratim tarihi 15.60.2023 Son kullanma tarihi 08.2028
Manufacturing date Expiry dote
Miktar 88,547 $arj Boyu 200 it/ 93.023
Cuantity Batch Size
Anallzler Spesifikasyonlar Kabul kriteri Sonuglar
Analysis Specifications Acceptance criterla Restilis
erial endotoxin iHfust be less than 0.25 IUf in per ml
Partikll bUyok!agd ve sayist == 10 | < 6000 adetfarmpul 10
Hm < G000 particlesampoule
Farticle size and count => {0 .m
Partikll bityUklugt ve sayis => 25 | < 600 adst/ampul 0
< 408 particles/ampoule
Partivie skze end coumt => 25
Referans
Reference MTD.URNDOS75/00 |
Sonug T.C. Safilik Bakanhg Begeri, Tibbi OrOnler Imalathanelerl lyl Imalat Uygulamalan (GMP) Kilavuzu'na
ve Orln ruhsat spesifikasyonlanna uygundur,
Conclusion The baich complies with Republic of Turkey Ministry of Health's "Good Mamufacturing Practices (GMP) for Human Medical
Products’ Manufacturing Sites Guideline” and its license specifications.
Agiklama N/A
Explanation
imzaiTarih Stenature/Date Buket Erel Karar Decision
Onay 4pproval T Kabul / Relesse

P4 Ka_!rte Ly udiri
Quali upgnce Managegs.2024

Sayfa No { Page Nr : 2/2
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UYGUNLUK VE SEVK IZiN BELGESi

CERTIFICATE OF CONFORMANCE AND SHIPMENT RELEASE

FIRMA : URON MUSTAHZAR AD: PlYASA:
Company Productname (&3 Ccls ENELSINONUA Sy 2 e |Marke
6MT AP LUSHA
[i5 EMRI NO: PARTI NUMARASI: SEVK MIKTARI:
Work ordet anmber Batch npnber Dwantily of skipment
2523006109 32-T.1 TESLTF
KALITE GUVENCE - QUALITY ASSURANCE
|Dokﬂman Tipd U | UD | UY {Dokiiman Tipi U |uD | uy
Tijie o7 Documen? C NC§ NA Time o Document C NC | Nd
Analiz Sertifikas: Etiketieme [] Baskih Ampul/Flakon! |
Certiricate for Analisis ol Labetiny Prinsed Amoonle/Via!
Kalite Kontrol Kay:tian (KKL+MBL) | |Kapak Inkjet Baski od
punily Contvol Records itiCHMEL) Cap Inkiet Prind F'
bratim L Blisterleme O Kutulama [ L=
Ticari [ Diger: "|Fiyat baskesi Var [ ] Yok
Commercial  Other HU* Price srint Not Exist
var [T] Yok CF Parsiye! sevk Evet [ | Hayr e
Bxist Not Exist Partial Shisetent Fes No _
Cézicti varkg: Var D- Yok E/Varsa; Parti numarase: - SKT: niwa,
| Exivteree of dfluent Exist Not Exist I, Batch namber Layine dare
Sapma varig: Var Yok [] Verss; Sapmano: qco, 1257273 &
Existeace of Deviation Exter NotExist _ lani  Deviedon number g

Isim:

Names
iMZA

7

Bu drin, T.C. Saghk

Lt

T —-—

TARIH:

Isim: /. Bukgt Erel

|ame Kalte Gaye ausy
IMZA:  Ouality ang€ Manager
Signature

giincel Kalite Anlagmasima ve milgteri tarafindan onaylanan (iretim

uygun olarak iiretlimig velveya ambalajianmigtir.
d according to Twrkish MoH carvemt GMP guidefine snd EU Good Manufacturing Practices,

The &wtck Bas bren

d and/or packag

pme U7 -03- 2004

TARME: 7 -03- 2024

KONTROL EDEN (Uriin Serbest Birakma - KG) - covTRoLLED BY (Product Release - QA)

o= e — —
Bakanlifn glincel GMP Kilavuzu ve EU GMP gerekliliklerine, migter! [le
velveya ambalajlama protokollerine

and current opproved Qualily Agreement and manufacturing and/or packegiug insiruction approved by the contract giver.

UYGUN
Complies

UYGUN DEGIL

———

Imzalanan

MESUL MODUR ONAYI - QUALIFIED PERSON APPROVAL L EDILEBILIR

) CAN BE SHIPPED
isim: /?E?g‘éw lknur AydinTARIH: $ARTLI SEVK EDILEBILIR (*)
Nasme Mesh Miidiis e 07 -03- 2004 CAN BE CONDITIONAL SHIPPED
IMza: Hualfie} Person KARANTINA SEVK EDILEBILIR (%
\Sigmatare i | CAN BE SHIFFED UNDER QUARANTINE
(* ligiii nergel;r’“mgﬁm kgydina eklenmistir.) SEVK EDILEMEZ
(Relatad documents hovi: v, added to the MBR). CAN NOT BE SHIPPED
ACIKLAMA :
L[EXPLANATION

U: UYGUN - C: Compties

UD: UYGUN DEGIL - vc: Nos Compiy

UY:UYGULAMASI YOK-

NA :Net Appllcable

Uratim Yer! AdrasliSie ddsrers: Mofar llag Sanayll A.§. Ramazenofiu Mah. Ensar Cad, No:20 TR-34806 KurtkiyfPandidistanbul Tarkive

Dretim Yeut k:in Belgast Ned v

ring Licencs: TRIUYI2020/34-5

No of My

GMP Uyguniuk Sertiffkas) No/No of Certificate of GMP Comphiance : {TR) TRIGMP/2023/25; (TR-ENG) TRIGMP/2023/28

Form No: 634/25

DI H 10000550; (EL) DK H D0114519;

(HALMED) 530-0/23-08/06; 361-13-08/510-23-11

PRS.KGS00001 Ek 1(App.1)



